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nr wm tr 1 Wr to ifwn il wrrft jf tfamw 4 m »f 

TTTT *T 

Separate Paging is given to tills Part in order that it may be filed as a 

separate compilation 


wiw «rrt Tnwr? * enc/i *m*nr 

(^rw fkrm) 
trfflTpnrr 

fsr^fr, in formv, 109k 

nr. •ft. fir. 7:10 (w):~ ark fa ark man nrrmfr fann 

194 5 <FT sflx STUffaS Vkt % fat Vf?m fawf •FT r?F Sn^T 
arVcrfisr srk simi^ rtnm wfaffanr, 19<in (1940 •fi 23) 
aft wrt 1 2 rrk 33 wrwTija-n;, nm nrFR , % prrw 
ark 'rfkrn; irwin farms (rsmw ffamt) ntt wfo^orr rr. 
rri. «ft. fa. 317 (s), tnfm ,23 hr, i» 9 i % mfmsrt?t% 
Twm (s) wf 2, nfe, 3 nw* (i) nrrlw 25 ^r, 1991 
Sr wrfan fasr fst «n fafar nstt srftrflw %, mr nrcinr It 
fawt mr Ttam rft srfasr farm nsn wfa^snr *mrfw «ft, 
arm “Ft nswr •ftt <ft fa «ft. eo fan fa ssftr “F mrcrrn It 
frf fat ®nf<rtnit It srm ark nfa nr s', fafar nfar 
jrmfan ffa fa wm «fr; 

ok ^sn Tnrm ie Jjnfa, 1991 “Ft armrr fa nmassm 

fkrr fan «rr; 


ark arm jrtfar ffapri % #1 ir sfaTT it faf mfar s 

rjfim irm fat jn Ji: j 

fasts “tttfr far w, rnr | f¥ t?fa nfafkrfaiTt » «jt 
fa S fa arWn nm'lfa snifFm farf it qrrfa for; fnsr fass 
fatisr STq#faF ft | ark farts ttwit fi fs ffarsf 4 ft 
nnrit % snt $ fam snsfk faFsrfa sm^tr. iffa It 

•TTTTT 17 T ifkr “FT STcTTS >!m : W %=TfPT rTWR atkfh afk 

mritm rri’TOr Frrsrrnrnr, 1940 (1940 m 23) qfr, rrp-i 12 
nk 33 k tfi^f jtrr jr?rs nkipTf “Ft rnrkr ^ |n- afWfu 
srk imran nmifr ftimr, 1945 •Frjark kftsm *Fr:^ ( % fkrt 
fknfnftm fknT sniifr 1^, mrfrf:— 

1. (i) vr Tnnnt >Fr rrRirn nrn arrTfsr ark wren 
rnnrf’ 1 ', nrrmt fkrtnn fnnn, 1991 

(ii) 5 inr^ir nmnn ,4ft nrftnr sit snw ff<T 1 

2. arkfu nk swran* rrmrfr kmr, 1945 •f'v wn^nt "z" 
ir m rt, 15 jnk ^kt nsftrn trPvifCTt > ^rm tf fncrftrfun 
ns w®tt ark sfsfksr wr arrant wskr :— 
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' 1 5 JTflfirtTW 

fijrrfir ruN ftfw kfiTR- 
firfisn mr&F rfm :— 

( 1) fr rpT -0 . .1 

firm. 

o. n.i firm 

(2) ifr«r'm xq^pr-o . l s finrr 

. 03 firm. 

(3) fiZTOIM —3 0 firm 


wfirfim t mw 4 % "rosin 
s(Vc wftn 

a^TR IJIT fifTR, fiTOfi 

'crq-wr <1 $ fa> $ 

nip fiour mprfar % wrofi 
rn^ 'ant" 


[*r. X-n 0 14 /1 r/ho Vr n*r " qw <fl iys cr] 
wqrjr f*r?? towtt, mjro ufim , 

afi'frftr st'tt sripTtH rrnnfr fium, 1945, 1-5-79 w mn 
wirfaw *q Jr ram ah qfPnx *rwrt (rmrro firtrnr) ro^ 

Jr fapfir ar'iqfa mx aam *u*ntr nfafim sjfi Pern ('fr. 

ft. rft. rpr. ) 'ft ntrtrfira ft, wrffsr ft 1 awwitr w 

fqmff Jr tnTtf ftr totort '<tfi-2, to (3) (i) n TOttfuiw firm- 

ftrftru wfa^Risff rra tnmflro fror *rq f 1 

1, m. to fa. 1241 urtrar K-10-1979 

% mr. to. fa. 1242 rrrtfij 6-10-1979 

3 . TO. TO. fa. 1243 TOfta 6 - 10-79 

4 . to. to. fa. i2fii arffir 12-10-89 

5 . TO. TO. fa. 430 nrfta 19 - 4-80 
o. to. to. fa. 779 arfrar 26 - 7 -ao 

7. to. aii. fir. s40(w) rrrfiw 22-9-80 
h. to a;r fa. 6 ao(n;) mffisr 5-12-8O 

9. to. »pr. fa «si(*r) arxfii 5-12-90 

io- TO air. fa. os2(ir) arflar 5-12-30 
u to. to fa 27(»r) aifrw 17-1-si 
1 2 . TO. TO. fa. 4 7 B (TO) TOfiar 6 - 8 - 8 1 

13- to, to. fa. 8 2(*r) aifiar 15-2-82 

14. a,. ar ( . fa. 462 (a) aTn? 22-6-92 

15. TO. to. fa. 510(a) mffij 26-7-R2 

ifl- TO. to. fa . 1.3(a) aafiar 26-7-82 
17. m. to’, fa na(a) rrrffir 1-5-94 
is. ar. TO. fa. 331(a) artn? 8-5-84 
19 - to. to. fa. 46 o‘(a) artw 20-6-94 

20. to. ar. fa. 487 (a) rnffiT 2-7-34 

21. ar. ar. fa. 89(a) arfEr ic-ir-ss 

22. to, to. fa 788 (a) arfha 10-10-83 

23 . to. ar. fa. 17(a) rrrfiw 7 -i-a 4 

24. ar. ar. fa. 1049(a) trvfrar 29-5-sfl 

25. to. ar. fa. loeo(a) rrrffij 5-9-86 

26. ar, ar. fa. 11.15(a) arffar 30-9-86 

27. ar. to. fa. 71(a) arfw 30-1-87 

28- to ar. fa, 570(a) arffar 12-9-87 
29. ai. ar. fa. 626(a) ai'ffrj 2-7-87 

30 - to. ar. fa. 792(a) trrftor 17-9-87 
31. to. to. fa. 371(a) rrrfbr 14-3-88 


32. UT. 

TO . fit. 

7 5(it) mfW 2-6-8 8 


.33. TO. 

TO fit. 675(11) TOP** 2-6-88 


34. TO. 

TO. fir 

6576) (w) mtw 2-6-8 

IK 

35. TO. 

to. fir. 

6 77 (it) artha- 2-6-ss 


36. TO. 

to. fir. 

681 (it) rrlfitar 6-6-88 


37 . TO. 

to. fir. 

73 5 (W) mfbl 24-6-88 


38. TO. 

to. fir 

813 (it ) arm 2 7 - 7-8 s 


39. TO 

to fir. 

944 (W) tnfUT 21-9-88 

(nrfitta) 

40. TO. 

to fir 

43(w) nrfrer 20 - 1-89 

(?rfaqrr) 

4 1. TO. 

to . fir 

44(w) nrfirt 20-1-89 

(sjfitTU) 

4 2- TO . 

TO . fit. 

ioo(*r) rrrffii 14 - 2-89 

(»rfttw) 

43. TO. 

to fir. 

443 (W) urftW 12-4-89 

44. TO . 

to . fir . 

588(w) mffij 2-6-s9(vr,firq3r) 

45 . TO. 

to . fir. 

69] (it) fflfra 11-7-89 

46- TO. 

to. fir 

784 (it) rrrffiir 28-R-89 


47. TO. 

to . fir. 

lfl(tr) in- 1-90 


48. TO 

to fir. 

73i( it) arfrar 23 - 8-90 


4 9. TO . 

to fir. 

665(it) rrrfhj 25 - 10-90 


.50- TO 

to , fir. 

il(K) tnfpff 7-1-1991 


51. TO. 

to. fir. 

223 (V) 19-4-91 


5 2, TO. 

wr. fir. 

246(W) tT.filW 1-5-91 


53 .TO 

to. fir. 

3 02 (it) ff.-ffisr 7-6-91 


54. TO, 

to. fir. 

491(w) a.ffir 25-7-91 


5 5. TO, 

. to. fir. 

494 (w) ffiXln 25-7-9 1 

56. TO 

. to . fir 

532 (*r) fflfha 14-6-91 


MINISTRY 

OF HEALTH AND FAMII 


WELFARE 


(Department of Health) 
NOTIFICATION 

New Delhi, the 10th December, 1991 

G.S.R. 730(E).-—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 1945 
was published as required by sections 12 and 33 of 
the Drugs and Cosmetics Act, 1940 (23 of 1940) under 
the notification of the Government of India, in the 
Ministry of Health and Family Welfare (Department 
of Health), G.S.R. No. 317(E), dated the 25th June, 
1991 in the Gazette of India, Extraordinary, Part II, 
Section 3 Sub-section (i), dated the 25th June, 1991, 
inviting objections and suggestions from all persons 
likely to be affected thereby before the expiry of a 
period of sixty days from the date on which the 
copies of the Official Gazette containing the said noti¬ 
fication were made available to the public; 

And whereas the said Gazette was made available 
to the public on the 18th July, 1991; 

And whereas on objection or suggestion has been 
received from public on the said draft rules; 
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[*rnr II--<sw a(i)] 


Whereas the Central Government Is of the opinion 
that oircumstance s have arisen which render it ne¬ 
cessary to make rules without consulting the Drugs 
Technical Advisory Board and whereas, the Central 
Government proposes to consult Drugs Technical Ad¬ 
visory Board within six months of making these rules; 
now, therefore in exercise of the powers conferred 
by the proviso to sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), the Central Gov¬ 
ernment hereby makes the following rules further to 
amend the Drugs and Cosmetics Rules, 1945, name¬ 
ly 


I (i) These rules may be called the Drugs and 
Cosmeiics (Eleventh Amendment) Rules, 

1991; 


i ii) They shall come into force on the date of 
their publication in the Official Gazette. 


2. In Schedule ‘K’ to the Drugs and Cosmetics 
Rules, 1945 for item No. 15 and the entries relating 
thereto, the following item and entries shall he subs¬ 
tituted, namely .— 


“15 


(I) 


(2) 


Chemical contraceptive The provision 


having the following 
composition per 
tablet:—- 
DL-Norgestrel— 
0.03mg. 

Ethinyloestradiol—- 
0.03mg. 

Levonorgestrcl— 

0.15mg. 

Ethinyloestradiol— 
0.03mg. 


of Chapter IV 
of the Act and 
the rules made 
thereunder which 
requited them 
to be covered by 
a sale licence”. 


i 3) Ccntchroman—30mg, 


[No. X-l 1014 j 18190-DMS&PFA] 
13. S. LAMBA, Jt. Secy. 


NOTE : The Drugs and Cosmetics Rules, 1945 as 
amended up'o 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act and 
ihe Rules (PDG1TS-61). Subsequently the 
said rules have been amended by th’e follow¬ 
ing notification published in Part II, Section 

3. Sub-section fi) of the Gazette of Tndia, 
namely 


1 G.S.R, 1241 dated 6-10-1979 

2. G S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R, 430 dated 19-04-1980 


6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E), dated 22-09-1980 

8. G.S.R. 680(E), dated 5-12-1980 

9. G.S.R. 681(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1986 

24. G.S.R. 1049(E) dated 29-08-1986 

25. G.S.R. 1060(E) dated 5-09-1986 

26. G.S.R. 1H5(E) dated 30-09-1986 

27. G.S.R. 75(E), dated 30-01-1987 

28. G.S.R. 570(E) dated 12-06-1987 

29. G.S.R. 626(E) dated 2-07-1987 

30. G.S.R. 792(E) dated 17-09-1987 

31. G.S.R. 371(E) dated 24-03-1988 

32. G.S.R, 75(E) dated 2-06-1988 

33. G.S.R. 675(E) dated 2-06-1988 

34. G.S.R. 676(E) da'ed 2-06-1988 

35. G.S.R. 677(E) daled 2-06-1988 

36. G.S.R. 680(E) dated 6-06-1988 
57. G.S.R. 735(E) dated 24-06-1988 

38. G.S.R. 813(E) dated 27-07-1988 

39. G.S.R. 944(E) dated 21-09-1988 (Corrigen¬ 

dum 

40. G.S.R, 43(E) dated 20-01-1989 Corrigendum 

41. G.S.R. 44(E) dated 20-01-1989 Corrigendum 

42. GSR. 100(E) dated 14-02-1989 Corrigendum 

43. G.S.R. 443(E) da'ed 12-04-1989 

44. G.SR. 588(E) dated 2-06-1989 Corrigendum 

45. G.S.R. 691(E) dated 11-07-1989 

46. G.S.R. 784(E) dated 28-08-1989 

47. G.S.R. 16(E) dated 10-1-1990 

48. G.S-R. 73JfF.) dated 23-8-1990 

49. G.S.R. 865(E) dated 25-10-1990 

50. G.S.R. 11(E) dated 7-1-1990 

51. G.S.R. 223(E) dated 19-4-1991 

52. G.S.R. 246(E) dated 1-05-1991 

53. G.S.R. 302(E) dated 7-6-1991 

54. G.S.R. 491(E) dated 25-7-1991 

55. G.S.R. 495(E) dated 25-7-1991 

56. G.S.R. 532(E) dated 14-8-1991 
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